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(e) In the event of noncompliance with this
clause, the Contracting Officer may termi-
nate the contract in whole or in part or may
impose any other sanctions authorized by
law or by other provisions of the contract.

(End of clause)

352.270-4 Protection of human sub-
jects.

(a) As prescribed in 370.303(a), the
Contracting Officer shall insert the fol-
lowing provision:

NOTICE TO OFFERORS OF REQUIREMENTS OF 45
CFR PART 46, PROTECTION OF HUMAN SUB-
JECTS (JANUARY 2006)

(a) Copies of the Department of Health and
Human Services (HHS) regulations for the
protection of human subjects, 46 CFR Part
46, are available from the Office for Human
Research Protections (OHRP), Bethesda,
Maryland 20892. The regulations provide a
systematic means, based on established eth-
ical principles, to safeguard the rights and
welfare of individuals who participate as
subjects in research activities supported or
conducted by HHS.

(b) The regulations define a human subject
as a living individual about whom an investi-
gator (whether professional or student) con-
ducting research obtains data through inter-
vention or interaction with the individual,
or identifiable private information. The reg-
ulations extend to the use of human organs,
tissue, and body fluids from individually
identifiable human subjects as well as to
graphic, written, or recorded information de-
rived from individually identifiable human
subjects. The use of autopsy materials is
governed by applicable State and local law
and is not directly regulated by 45 CFR Part
46.

(c) Activities in which the only involve-
ment of human subjects will be in one or
more of the categories set forth in 45 CFR
46.101(b)(1-6) are exempt from coverage.

(d) Inappropriate designations of the non-
involvement of human subjects or of exempt
categories of research in a project may re-
sult in delays in the review of a proposal.
The Government’s Project Officer will make
a final determination of whether the pro-
posed activities are covered by the regula-
tions or are in an exempt category, based on
the information provided in the proposal. In
doubtful cases, the Project Officer will con-
sult with OHRP.

(e) In accordance with 45 CFR Part 46,
offerors being considered for award shall file
with OHRP an acceptable Assurance of Com-
pliance with the regulations, specifying re-
view procedures and assigning responsibil-
ities for the protection of human subjects.
The initial and continuing review of a re-
search project by an institutional review
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board shall ensure that: the rights and wel-
fare of the human subjects involved are ade-
quately protected; the risks to the subjects
are reasonable in relation to both the poten-
tial benefits, if any, to the subjects and the
importance of the knowledge to be gained;
and informed consent will be obtained by
methods that are adequate and appropriate.
HHS regulations for the protection of human
subjects (46 CFR Part 46), information re-
garding OHRP registration and assurance re-
quirements/processes, and OHRP contact in-
formation can be accessed at the OHRP Web
site (at http://www.hhs.gov/ohrp/).

(f) Offerors may consult with OHRP for ad-
vice or guidance concerning either regu-
latory requirements or ethical issues per-
taining to research involving human sub-
jects.

(End of provision)

(b) As prescribed in 370.304(a), the
Contracting Officer shall insert the fol-
lowing clause:

PROTECTION OF HUMAN SUBJECTS (JANUARY
2006)

(a) The Contractor agrees that the rights
and welfare of human subjects involved in re-
search under this contract shall be protected
in accordance with 45 CFR Part 46 and with
the Contractor’s current Assurance of Com-
pliance on file with the Office for Human Re-
search Protections (OHRP), Department of
Health and Human Services. The Contractor
further agrees to provide certification at
least annually that the Institutional Review
Board has reviewed and approved the proce-
dures, which involve human subjects in ac-
cordance with 45 CFR Part 46 and the Assur-
ance of Compliance.

(b) The Contractor shall bear full responsi-
bility for the performance of all work and
services involving the use of human subjects
under this contract and shall ensure that
work is conducted in a proper manner and as
safely as is feasible. The parties hereto agree
that the Contractor retains the right to con-
trol and direct the performance of all work
under this contract. The Contractor shall
not deem anything in this contract to con-
stitute the Contractor or any subcontractor,
agent or employee of the Contractor, or any
other person, organization, institution, or
group of any kind whatsoever, as the agent
or employee of the Government. The Con-
tractor agrees that it has entered into this
contract and will discharge its obligations,
duties, and undertakings and the work pur-
suant thereto, whether requiring profes-
sional judgment or otherwise, as an inde-
pendent contractor without imputing liabil-
ity on the part of the Government for the
acts of the Contractor or its employees.
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(c) If at any time during the performance
of this contract, the Contracting Officer de-
termines, in consultation with OHRP that
the Contractor is not in compliance with any
of the requirements and/or standards stated
in paragraphs (a) and (b) above, the Con-
tracting Officer may immediately suspend,
in whole or in part, work and further pay-
ments under this contract until the Con-
tractor corrects the noncompliance. The
Contracting Officer may communicate the
notice of suspension by telephone with con-
firmation in writing. If the Contractor fails
to complete corrective action within the pe-
riod of time designated in the Contracting
Officer’s written notice of suspension, the
Contracting Officer may, after consultation
with OHRP, terminate this contract in whole
or in part, and the Contractor’s name may be
removed from the list of those contractors
with approved Human Subject Assurances.

(End of clause)

352.270-5 Care of laboratory animals.

(a) As prescribed in 370.403(a), the
Contracting Officer shall insert the fol-
lowing provision:

NOTICE TO OFFERORS OF REQUIREMENT FOR
COMPLIANCE WITH THE PUBLIC HEALTH
SERVICE POLICY ON HUMANE CARE AND USE
OF LABORATORY ANIMALS (JANUARY 2006)

The Public Health Service (PHS) Policy on
Humane Care and Use of Laboratory Animals
(PHS Policy) establishes a number of re-
quirements for research activities involving
animals. Before award may be made to an
applicant organization, the organization
shall file, with the Office of Laboratory Ani-
mal Welfare (OLAW), National Institutes of
Health (NIH), a written Animal Welfare As-
surance (Assurance) which commits the or-
ganization to comply with the provisions of
the PHS Policy, the Animal Welfare Act, and
the Guide for the Care and Use of Laboratory
Animals (National Academy Press, Wash-
ington, DC). In accordance with the PHS
Policy, applicant organizations must estab-
lish an Institutional Animal Care & Use
Committee (IACUC), qualified through the
experience and expertise of its members, to
oversee the institution’s animal program, fa-
cilities and procedures. Applicant organiza-
tions are required to provide verification of
TACUC approval prior to release of an award
involving live vertebrate animals. No award
involving the use of animals shall be made
unless OLAW approves the Assurance and
verification of TACUC approval for the pro-
posed animal activities has been provided to
the Contracting Officer. Prior to award, the
Contracting Officer will notify Contractor(s)
selected for projects that involve live
vertebrate animals that an Assurance and
verification of IACUC approval are required.
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The Contracting Officer will request that
OLAW negotiate an acceptable Assurance
with those Contractor(s) and request
verification of TACUC approval. For further
information, contact OLAW at NIH, 6705
Rockledge Drive, RKL1, Suite 360, MSC 7982
Bethesda, Maryland 20892-7982 (E-mail:
olaw@od.nih.gov; Phone: 301-496-7163).

(End of provision)

(b) As prescribed in 370.404, the Con-
tracting Officer shall insert the fol-
lowing clause:

CARE OF LIVE VERTEBRATE ANIMALS
(OCTOBER 2009)

(a) Before undertaking performance of any
contract involving animal-related activities
where the species is regulated by USDA, the
Contractor shall register with the Secretary
of Agriculture of the United States in ac-
cordance with 7 U.S.C. 2136 and 9 CFR sec-
tions 2.25 through 2.28. The Contractor shall
furnish evidence of the registration to the
Contracting Officer.

(b) The Contractor shall acquire vertebrate
animals used in research from a dealer li-
censed by the Secretary of Agriculture under
7 U.S.C. 2133 and 9 CFR Sections 2.1-2.11, or
from a source that is exempt from licensing
under those sections.

(c) The Contractor agrees that the care,
use and intended use of any live vertebrate
animals in the performance of this contract
shall conform with the Public Health Service
(PHS) Policy on Humane Care of Use of Lab-
oratory Animals (PHS Policy), the current
Animal Welfare Assurance (Assurance), the
Guide for the Care and Use of Laboratory
Animals (National Academy Press, Wash-
ington, DC) and the pertinent laws and regu-
lations of the United States Department of
Agriculture (see 7 U.S.C. 2131 et seq. and 9
CFR Subchapter A, Parts 1-4). In case of con-
flict between standards, the more stringent
standard shall govern.

(d) If at any time during performance of
this contract, the Contracting Officer deter-
mines, in consultation with the Office of
Laboratory Animal Welfare (OLAW), Na-
tional Institutes of Health (NIH), that the
Contractor is not in compliance with any of
the requirements and standards stated in
paragraphs (a) through (c) above, the Con-
tracting Officer may immediately suspend,
in whole or in part, work and further pay-
ments under this contract until the Con-
tractor corrects the noncompliance. Notice
of the suspension may be communicated by
telephone and confirmed in writing. If the
Contractor fails to complete corrective ac-
tion within the period of time designated in
the Contracting Officer’s written notice of
suspension, the Contracting Officer may, in
consultation with OLAW, NIH, terminate
this contract in whole or in part, and the
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